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Attached please find the environmental fate review of:

leg./File No.: 2F2704 and 3125-320

“emical: Bayleton,

sre Product: Fungicide

- duct name: BAYLETON 50-WP
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thmission Purposes: Petition to remove label restriction for

'men _of child bearing age supported by human exposure studies

v_mixers, loaders, and applicators
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ACCESION NUMBERS 070826 AND 07828

rntoduction:

Mobay contends that a "precautionary statement regardiag
'women of childbearing age' is not necessary"” for Bayleton,
.3 support for their contention, Mobay has asked for a review
»f an exposure study performed in California by UC, Berkeley,
“JCB) staff., This report is a review of that study and Mobay's
'nalysis of the data from that study.

Feview f the test procedures and data:

The procedures used by UCB are adequate and appropriats
for assessment of exposure during mixing and loading of
"on-packaged Bayleton 50-WP. The procedures used to assess
'sposure to Bayleton S50-WP during application to vineyards
:re also adequate and appropriate.

The results of the sudies show that maximum exposure t»
~orkers occurs during mixing and loading and that the area
~ost exposed is the hands. The data also show that cotton
;overalls reduce exposure to the covered body by at least 9)
~rcent. '

Urinary excretion of Bayleton residues were monitored as
-trt of this study, but the procedures used do not necessarily
ipport their conclusion that only about 2 perxcent of the der-
111 dosage of Bayleton penetrates through worker skin. Toxi=-
*+logy Branch should review this part of the data since it
+ffects the margin of safety (MOS).

The total dermal dosage rates, considering the protection
1“*forded by cotton coveralls, for three workers were 10.08,
16.061, and 7.726 mg/hr. UCB averaged these values, divided
the mean by 70 Kg, and multiplied by 8 hours to give an eight
“our daily dose as 1.23 mg/Kg/day. I do not agree with their
calculations. First, the mean of 10.08, 16.061, and 7.726 is
'1.29 and not 10.8 as they claim. Second, for calculations o:
"Mis type, either the highest value obtained or the mean plus
+ standard deviation should be used. Third, a 60~Xg body
“eight would be more appropriate for these calculations than
he 70 Kg-weight they used since the toxic responses (terato-
tbxicity and fetotoxicity) being considered are specific for
women and 60 Kg (132 1lbs) is a more common weight for women
than 70 Kg (154 1bs). Assuming 16.1 mg/hr exposure rate, a
i.i-Kg female worker, and an eight hour day, the exposure is
"+15 mg/Kg/day rather than 1.23.
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anclusions and Recomendations:

This data should be referred to Toxicology Branch for
‘nalysis of the margins of safety with respect to fetotoxicity
'nd teratotexicity. The Environmental Fate Branch recommends
"at the margins of safety should be calculated using exposure
“o B0-Ky women mixers/loaders of 2.15 mg/Kg/8-hr. Toxicology
ranch should also be made aware of the dermal penetration
ispects of this study.

James D. Adams, PhD
Chemist,
Environmental Fate Branch (TS-"69°




